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Organization and personnel

Personnel responsibilities

¢ Pharmaceutical manufacturing and quality assurance require a well-defined organizational
structure where responsibilities of personnel at different levels are clearly assigned.

¢ The key personnel typically include:

Key Personnel & Responsibilities:

A. Senior Management
> Establishes quality policy and ensures adequate resources.
> Ensures GMP and regulatory compliance.

» Approves SOPs and policies.

. Quality Assurance (QA) Personnel

> Ensures GMP compliance and quality standards.
» Reviews batch records, deviations, and CAPAs.
> Conductsinternal audits and regulatory inspections.

> Maintains proper documentation.

C. Quality Control (QC) Personnel

» Conducts testing of raw materials, in-process, and finished products.
> Ensures accuracy and compliance with pharmacopeial standards.

» Maintains lab records.

D. Production Personnel

> Operate equipment per SOPs and maintain records.

> Report deviations and ensure proper material handling.
. Engineering & Maintenance Personnel

> Maintain equipment, utilities, and HVAC systems.

> Ensure calibration and validation compliance.

. Warehouse & Logistics Personnel

> Manage storage, handling, and distribution of materials.

> Maintain inventory control and storage compliance.

G. Regulatory Affairs Personnel
> Ensure compliance with national and international regulations.

> Handle drug approvals and product registrations.
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H. Validation & Qualification Personnel

> Validate processes, equipment, and cleaning procedures.

> Monitor and document critical parameters.

Training
e Propertraining ensures product quality, safety, and regulatory compliance.

e Training programs should be well-documented, regularly updated, and tailored to employee
roles.

Importance of Training

¢ Training equips employees with the knowledge and skills needed to meet quality standards,
understand their responsibilities, and comply with regulations.

Types of Training

1. Induction Training: For new employees to familiarize them with company policies, GMP, SOPs,
and safety procedures.

. On-the-Job Training (OJT): Hands-on training provided under supervision for specific tasks and
responsibilities.

. GMP Training: Regular training on Good Manufacturing Practices to ensure compliance.

. SOP Training: Personnel must be trained on relevant Standard Operating Procedures (SOPs)
before performing tasks.

. Hygiene and Safety Training: Covers personal hygiene, gowning procedures, handling of
hazardous materials, and emergency protocols.

. Data Integrity Training: Ensures compliance with ALCOA+ principles (Attributable, Legible,
Contemporaneous, Original, Accurate).

Training Documentation

¢ Comprehensive training records are maintained, including:
o Date of training.
o Trainer’s qualifications.
o Attendance records.

o Evaluation and certification results.

Personnel Hygiene

o Personnel hygiene is essential to prevent contamination of pharmaceutical products,
especially critical in sterile manufacturing environments.
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Key Hygiene Practices:

Regular handwashing and sanitation procedures.
Use of protective garments such as gloves, masks, gowns, hairnets, and shoe covers.
Avoidance of jewellery, cosmetics, or personal items in production areas.

Regular health check-ups to ensure personnel do not carry infectious diseases or conditions
that could compromise product quality.

Facility Measures:

e Designated hygiene areas for changing garments.
e Clear separation between clean and contaminated areas.

¢ Regular audits and inspections to ensure adherence to hygiene practices.

Personnel Records

e Proper maintenance of personnel records is crucial to demonstrate compliance and enable
traceability in quality assurance processes.

Types of Personnel Records:

1. EmployeeQualification Records:
> Educational background and qualifications.
> Work experience details.
2. Training Records:
» Initial and ongoing training documents.
» Certifications and evaluations.

3. Health and Hygiene Records:

> Medical check-ups and health clearances.

> Records of illness or injuries that could impact product safety.
4. Employment Records:

> Job descriptions and responsibilities.

> Personnel history (employment dates, promotions, transfers, etc.).

Importance of Personnel Records:

o Essential for audits and regulatory inspections.
e Helpsinensuring transparency and traceability.

¢ Provides evidence of competence and compliance with GMP standards.
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